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PfiCLARAIIQtLQF DJL SC OTT D, &gff IBC 

I, Scott D. Rowley, M.D., hereby declare: 

1. linen attending p hysteria in the Cinical Transplant Program at the Fred 
Hutdmuon Cuser Research Center {‘THCRC") in Seattle, Washington, end Director of the 
Clinical Cryobiology Laboratory, the Apheria* I Jntt, arui Hi« Bone Marrow Harvest Team at 
FHCRC. la addition, 1 am AasodaiePiofeeaor ofModickw ai the Urivenrity of Washington 
School of Medicine. i am a co-euthor of 73 pubhrigdadentiSc papers in peer-reviewed journals 
and a dona book chapters in the fidds of oncology, hematopoietic stem cel transplantation, and 
reiatsd subjects. I have editorial responobilhioi for two Ttftreed journals,, Journal of 
Hematotharapy and Journal of Cancer Therapy and Control. I am also the Preaident-Elect of tbs 
In tern ati on al Society of Baaaictfacipy and Graft Engineering CTSHAGE"), a p rofie a aantl 
cgganlxaiion dedi c ated to tbe aoence and nodidae of call p ro coaaing fbr hematopoietic ceil 
therapy. A copy of my Curriculum Vitae ii attached hereto at Exhibit A. 

2. FHCRC la one of the world* a leading ccotea fbr he ma to poi etic atm call 
tramp i antati on. In tbe peat five yean, we peribraaed, on everage, more than 400 tnnapiaatt per 
year fbr adult and pediatric patients suffering fimamalignancMa and other diseases of the blood 
and bnmuna systems. In the course of aty career 1 have been involved in several thousand 
trarapiantahon procedures. 

3. In ngr capacity as director of didcsl cryobiology at FHCRC, I have 

responiibiSty for collection, proertdng. cryopreservation, tad rainfiieon of all bone marrow and 
peripheral blood <♦« used in ail transplants at FHCRC and la moat tnoaplanti at 

codeboceiia* iuaiiimknia in the Puget Sound am. Th eie irtp o n ttbflffles e n co mpass all atom ceil 
selection and tumor aad T-cen purging procedures done at F HCR C using both CtflPro'i 
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Coprfic® SC system sod QDder'i Isdex$ 300 system. The receudy publksaxi Mem cdl 
•election end tumor cell purging proems peribnnsd fbr CeUPro’s praideat, Rick Murdock, wu 
done stFHCRC under my supervision. The statements made in this declaration ere made on my 
own personal knowledge end arc baaed on my experience end ay review of data lapt at HiCRC 
in the ordinary coarse of busmem. 

4. Ieepeme^rfiaffiir with the capabilities of Dexter's IsalcxC 300 Stem 

Cad Selection System end CeUtro'i CapmtaV SC Stem Cell Concentrator system, both of which 
are currently bdng used und« my nipervisian at FHCRC. Bepmmg ia 1st* 1994 end continuing 
to date, we have used Baxter's system m transplant procedures for e total of 47 patients (19 
autologous end 28 allogeneic). b that same period, we hive used CaflPro'ssymem in transplant 
procedures for a total of 37 pedants (7 tntolngous and 30 allogeaain). 

3. I recent^ completed mMA-approval efimeal trial u*mg Baxter's Lsoiex® 

300 system for the processing of peripheral blood stem ceils for autologous transplantation in 
pttieoa with E-jymphoid msHgrsndes, including non-Hod^dn 1 1 lymphoma, multiple myeloma, 
end chronic lymphocytic leukemia. I wu Principal Investigator in the trtt, in which a total of 19 
patients were tmupiantad between 1995 and 1 996. Following high doae chemotherapy, die 
p a t i m ts wxuv idnflised with iron ceOs harvested Hum thet peripheral blood end purtfled using 
the Baxter IadexS 300 system. Initially, we used the Baxter Isolate 300 SA device, and 
hegaang in 1996 we used the newer model, called the Isotaft 3001, whkfa automates the 
process and shortsna the processing time. The Baxter system tarn a m o n o c lo n al endbody apedfic 
ibr the CD34antigm and minmntnmnagnetic separation techdqua to select CD34poahsveceiia. 

In this t ec hniqu e , the CD34 1 cdli inraxlly staca to paramegiwth; microspharea. Tha calls are 
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paaaad ow a magnet to ooJiectthe CD34+ oeflj tsd arc then rekaaed from the socroapherei 
miing either enxyautic treatment with chymopapain or competitive binding with e lymhedc 
peptide. For patients treated caing the Iscler® 300 SA, in acme caaee we used the chymopapain 
releaie and in othera we used the peptide release. In tfcaaei in which the Iaoiex®300i was used, 
the release of oelU wee ecc om p l ished ueatg the eynthetie peptide. 

6. The results of this trial were highly waceafiii. &Kn£utioc of peripheral 
blood etna cciii proeeiMd nabg the Better devices ranted m rapid end sustained eogmftmeot: 
thr median linn in n hinvn plelnlntTnnsfiiinn inrlr^md reirr wnsjtur 9 rleyi L anrt thn mnfian liim 
to peripheral blood neutrophil count of over SOOfaL wu j tut 11 day*. The Bather devisee 
produced high H>34+ purity, iverxging 90.t% aud ranging e* high as 9t.7%. The data ihavred 
that tna^ieadaf highly purified eiwi udbi obtained by use at the Baxter system resufcs In rapid 
eugwilsmat when crihae the Isolated 300 SA or the Iaolgxft300i is used, and that tbs «ae 

dinieal rt«mh« f vehfauwri liyiwpaetiw nf n «ha gjijfmopapairi Mlnfj CMhff 

peptide release. The advantage cf using highly purified CD34 poririve ocCs fat trenspluaifloa ia 
that the high purity trasilatae into rigwfl ea nt depletion of unwanted CD34 negative ceils, such u 
tumor cella. 2 b eur study using the Baxter device* (he GD34 positive purities lathe oeO 
compostiotu translated into depletion of 99.96% ofCD34 negative cefls (range 99.61-99.99%). 

In my opttoa, then remit* eoadm the safety end cfllcMy of the Baxter system £br tatclogoua 
item call tnaptaa. 

7. I am co-inreetigstmk another ongoing eHnkvri trial at 9HC3/C that uses 
the Baxter IiolaKC 3 OOi in sflofando (donor) mnapkatadca of periphenl blood eteuicclb in . 
otdor patient* wearing from advanced hematologic mahgnanciea, iadudiag accte myeloid 
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frutenU, tcute lymphocytic leukemia, aoo-Ho«dgki: , i lymphoma, chronic myeloid laikwnia, and 
rauttplcmydania. Twenty^ pleats have bom treated thus to ua^ Mcdbn 

CD34+ puritT-wu 92% using the Baxter system. Th* panarm experienced npid m g nftm cat. 
IW* study hu ibowa that CD34 enrichment using tbs Baxter system remove* up to 4 log* 

(99.99%) of T oalls aad radocM tout* graft ymi ho* *«•* (<5VHD). 

j rrslrwHH^rt-mlfv another kivcdiflltOf it FldCl U J i> CQtttoUlflg 4 MpiTBtS 

allocate trial uaag CdEPio’ a Ceprtre* SC devicaibr procaotag of peripteal Wood stem eaOa, 
fn|irt«mg tfa* mtm protocol at the Baxter iSogaoac triad except for the device naed to process 

tfacods. To date, data fomitib* two triabhuahovm that the Batter device provide* superior 

depletion of unwanted lymphocytes is the selected «U population. 

9. Overall, our da» have tbow r that the Baxter *ud CtMPm syatema provide 
•qutvaleni yield of C2J34+ calk (Le, number ofCD34+ ceil* in selected population as compared 
to number of CD34+ cells in original, unprocessed population), but that the Baxtw system 
provides consistently superior CD34 pontive purity (and, comwpcaufingty, superior depiction of 

unwanted CD34 lugatrwe calls. including tumor caDi). 

10. To ibe Uuua wjaduaon, onther invr*rig*toc «t FHCRC hM bMfi 

cc q ^ tf tiflg an jutotogOUS peripheral blood 8tODI OCfltnnwriMt trill fttf p^^Etl tuderiftg ftom 

chnxrc lymphocytic loukank. •ftsoriginsl protocol for that trial specifies use of CeHPro'i 
Ccpr*te6 SC device. However, became af the can ce lla tion of tumor cefla that t w i ned in the 
^1 ^mp^ndoMthtt were har wWwi Own patient* In tba trial «ad ywawd using theCaDPro 
■JiTYiaq, «■ pWntng to «m«nd tha protocol iu oidw Ui u*e t ha B e arer device 


instead of the CeUPro device. 
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LI. Baaed upon the data generated etPHCRC end my own pcnonai 

expvieoem with the CdlPro and Butf aystsroa, it s my opinion that the Barter tyrant achieves 
supcriot raauiti fix both autologous tod afloftooc R«n c*D tranaplanta I have diicuaaed the 
merits of both syaetns with the tectaicUns in ay laixjntory st FHC3.C •who cpsnteihem fbr 
oHnk*l procedure and they ltlrewire faav« «t*t*d tfa*tr prefers*** for the Baxter sy*t«n b*caui« of 
the better tqehsthat h provhhat- In addition, it a my opinion, based upon the dual have 

reviewed at FHCRC and my tawwisdge of the CsIIPro aymem, th® the CeflPro eyttoa, as it exists 

today, is substantially less afflictive than the Baxter system for depleting tumor ceQt. 

12. Ainaarioned above, I w» re a p oneMe for tho collection «nd pr oc e ssing of 

peripheral blood used fo Rick Murdock's transplant procaine in 1096. WeusedtheCeprme® 

SC ey*em in that procedure, in wwordance -with * protocol specified by CdlPiu and approved by 
Mr. Murdock'i attudiag phymemn. TTm procedure invoivnd two cepc a tumor purging K«p 
ufing monoclonal sndbodiee specific Hoc the CD19 «nd CD20 antigens expressed oa B cells, end s 
item cell selection step using e monoclonal antibody (12-8) ^ita li c for the CD34 a ntigen 
ex pr ess e d on mm ccfla Bated upon ay mperience with the Baxter Iioioc* 300 *y**m *nd the 
d«ta gmnad from the um of tlwt ayatem » olbdoel trials at FUCRC, it it my opixuoa lliel the 
mom coabmation of step* uted in treating Mr. Murdock could be pafomed with equal ox better 
results using tbe Baxter system. 

13. foiiet,ttFECIlC we sre planning to imtiito anew cSnioel trial that will 

use die ooBtUmdoa of CD34+ sekedon and CD19/CD20 tnaor cefl purging ft* treatment ofB 
eril maHgnanriea T tta j«vteipi<ir far ifah trial, aed Iwfll apoedy uee of the Ba n t e r 

»y«m In the protocol 
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CURRICULUM VITAS 

Sew Douglas Rg^ey, M.D 


SgCiat Security No 


022-33-9413 


Gum>ntApcQ*nniflnta 

Research Canter. 

University: 

Hospital: 


Addressee 

Office: 


Home: 


Personal and Family 
Date of Birth: 
Place of Birth: 
Marital Status: 
Wife’s Name: 
Year of Marriage: 
Children: 


Associate Member 

Fred Hutchinson Cancer Research Center 

Associate Professor of Medicine 
University of Washington 

Active staff. Me t han e 
Swedish Hospital 
Seeds, Washington 


Fred Hutchinson Cancer Research Center 
1124 Columbia Street 
Seattle, Washington 98104 

Tel. (206)66741914 
Fax. (206) 667-6547 


8001 SE37* Place 

Mercer island. Washington 98040 

Tel. (206) 232-3287 


July 1.' 1952 

FL CampbeiJ, Kentucky 

Married 

Priyllis Liberman 
1979 

Rebecca Hannan Year 1993 

Sarah JuJia 1996 
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Education 

1870-74 

1974-78 

Pcatorarfuate Training 

1978 - 79 

1979 - 80 

1979 - 81 

1980- 81 

1981 - 83 

1981-83 

1981-83 

1981-83 

1983-84 

1983-84 


CURRICULUM VITAE • 
Smrt Douglas Rowley. M.D. 


B.A (Cum Lauda) 

Will isms Coilsge 
WiHiamstown, Massachusetts 

M.D., University of Massachusetts 
Medcal School 
Worcester, Massachusetts 


Intern. Department of Medicine 
Rhode Island Hospital 
Providence, Rhode Island 

Junior Assistant Resident 
Department of Medicine 
Rhode Island Hospital 
Providence, Rhode island 

Teaching Fellow, Brown University 
School of Medicine, Providence, 

Rhode Island 

Senior Assistant Resident 
Department of Meddne 
Rhode Island Hospital 
Providence, Rhode Island 

Assistant in Oncology 

The Johns Hopkins University School of 

Medicine, Baltimore, Maryland 

Assistant in Medicine 

The Johns Hopkins University School of 

Medicine, Baltimore. Maryland 

Associate Staff, Oncology Center 
The Johns Hopkins Hospital, Baltimore. 

Maryland 

Associate Staff. Medicine 

The Johns Hopkins Hospital, Baltimore. Maryland 

Senior Clinical Feilow in Oncology 
The Johns Hopkins University School 
of Medicine, Baltimore. Maryland 

Senior Clinical Fellow in Hematology 
The Johns Hopkins University School of 
Meoicine. Baltimore, Maryland 
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CURRICULUM W1TAE 

Scan Qaufliaa Rowibv.m.q 


rscuiiy-Pcsitipna taa 

1984-86 

1984-1991 

1984-1991 

1986-1991 

1991- 


Instructor in Oncology 

The Johns Hopidns University School of 

Medicine, Baltimore. Maryland 

Assistant Director, Hentaphereais 
Tr e atment Center, The Johns Hopkins 
Hospital, Baltimore, Maryland 

Member, FiiMYne Active Staff. 

The Johns Hopitirs Hospital, Baltimore, Maryland 

Aaaiatam professor of Oncology 
The Johns Hopkins University School at 
Medicine, Baltimore, Maryland 

Associate Member, Fred Hutchinson Cancer Research Center 
Seattle, WA 


1994- Associate Professor cf Medicine 

University of Washington School of Medicine 
Seattle, WA 


ttmara 


1974 

Cum Lauds, wafiams College 

1988 

Fellow. American College of Physicians 

8 nare Certifirarinna 

1981 

Oipiomate, American Board at Internal 
Medicine 

1983 

Oipiomate, Medical Oncology, American 
Board of Internal Medicine 

1984 

Oipiomate, Hematology, American Board 
of Internal Medicine 

Current Licenses 

1980 

License to Practice Medicine 
Commonwealth of Massachusetts 

1981 

License to Practice Medicine 
State of Maryland 

1991 

License to Practice Medicine 
State of Washington 
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CURRICULUM VfTA£ 

Scan Dfluciaa 


Marnfaersntaj n Professional Orcanizatims 


1579 

American College of Physician* 

1984 

American Society of Clinical Oncology 

1985 

American Society of Hematology 

1987 

American Asaotiatton of Stood Banka 

1963 

tntemadonai Society of Hematology and Graft Engineering 

1985 

American Society of 8lood enc Marrow Transplantation 

1996 

Foundation tor Acoaditrion of Hematopoietic Ce< 
Transplantation 

Offices Hdd 

1993-1997 

Vice President international Society of Hematotberapy and 
Graft Engineering 

1993- 

Chairman, Legal and Regulatory Affairs Committee, 
international Society of Hematotberapy and Graft Engineering 

1993-1984 

Chairman, Ad Hoe Cellular Therapies Committee, American 
Association of Stood Benia 

1994. 

Member. Cellular Therapies Committee. American Association 
of Blood Banks 

1993- 

Board of Trustees. American Society of Stood end Marrow 
Transplantation 

1996- 

Board of Trustees. Foundation tor Accreditation of 
Hematopoietic Call Transplantation 

gjitofiai ResnonsibiUtias 

1992* 

Journal of Hematotherapy 

1992* 

Cancer Therapy and Control 

Leeal Responsibilities 

1991- 

Clinical Laboratories Directors Committee, Fred Hutchinson 
Cancer Research Center 

1992- 

Ctfnfcai Directors Committee, Fred Hutchinson Cancer 
Research Center 
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CURRICULUM VITAE 



1 99 4 " Transfusion Committal, FHCRC 

1 995- Laboratory Ccmmtttae, Swedish Hospital 


3M7 


PageS 



: LL • 




Lyon <4 Lyon L. A. : #29 


KL'\ .til ; Lyon & Lyon L. A. 


Publications, Page 1 

Scat! Qauslaa Rcwfav. m □ 


A. Manuscripts in Referred Journals 
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2. Rowley, S.. Colvin. O.M.. Stuart, R.K.: Human multilinear* progenitor cell sensitivity to 4- 
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3. Sieber. F.. Rao, S., Rowiey, S_ SeCer-Sium, Mu Dye-mediated pnotoiys« of human neuroblastoma cess: 
Implications tor autologous bone marrow transplantation. Blood fifi: 32-36, 1986. 

4. Strauss. LC- Rowlay, S.D.. LaRuaaa, V.F., Sharids. SJ., Stuart. RX, CKrir. C.L Antigenic analysis of 
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Ambinder, R.F„ Bums, W.H.. Fullar, DJ„ Davis, J.M- Karp, J.&, May, W.S., Rowiey, SD„ Sanaenbta nne r . 
U_ Vogelsang, G.S., Wingard, J JL Autologous bona marrow traraplantatton in patients with acute 
nontymptwcytic leukemia, using ex vivo marrow treatment with A-hydroperaxycyctoptatpharnid*. N. End. .1 
Med. 31£: 141-1*7, 1986. 

6. Rowlay, S.D-, Sharids, S J., Hattenburg, C.. Sanaanbrenner, LL Culture from human bane marrow of blast 
progenitor calls with an extensive proliferative capacity. Blood 69: 804-806. 1987. 

7. Sieber, F„ Stuart, R.K.. Rowley; S.D- Sharkis, SJ- Sanaanbrenner, LL: Oye-medicated phatolysia of normal 
and neoplastic hematopoietic ceils. Lsuk. Rm. 11: 43-49, 1987. 
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8. Rowley. S.D.. Zuattisdorf, M„ Brain*. H.G- Colvin. Q-M-, Davis, J-, Jones, RJ.. Sand, R., Sensanbranner. 
LL Yeager, A.. Santos, G.W.: CFU-GM content of bone marrow graft corraiatas with time to hematologic 
reconstitution following autologous bene marrow transplantation with 4-hydroperaxycydaphasphamid# purged 
bona marrow. Blood 70: 271-275, 1887. 

9. Sraine, H.G., Santos, G.W., Kaizer, h., Yeager, AJ4, Mann, R.B., Bums, W.H.. Civin. C.J.. Fuller, D.J., 
Rowley. S.D- Saral, R_ Sensenbrenner, LL., Stuart, RJL Wingard, J.R, Munoz. LJ_; Treatment of poor 
prognosis non-Hodgkin's lymphoma using cyclophosphamide end total body irradiation ragmens with 
•utotagous bone marrow rescue. Bone Marro w Transplantation 2: 7-14, 1987. 

10. Rowley, S.D- Davis. J.M., Dick, J., Brain#, H.G- Charache, P, Saral, R., Sensenbrenner, LL Samos, G.W.: 
Sactarial contam ination of bone marrow grafts intended ter autologous and allogeneic bone marrow 
transplantation: Incidence and clinical significance. Transfusion 2fl: 109-112. 1988. 

1 1 . Jonas. R.J.. Sharids, S J., Catano. P„ Calvin, Q.M., Rowiey, S-0., Sensenbrenner, LL Progenitor cell assays 
predict hematopoietic reconstitution after syngeneic transplantation in mica. Blocd 2fl: 1 186-1 1 92, 1967. 

12. Jones, RJ., Zuehiadorf, M„ Rowley, S.D.. Hilton, J., Santos, G.W- Sensenbrenner, LL, Colvin, O.M.: 
Vanability in 4-hycroperaxycydopnosphamkle activity during clinical purging for autologous bone marrow 
transplantation. Stood 70 : 1490-1494, 1987. 

13. Oonnenberg, A.D.. Hess. AD., Duff, S.C., Bright, E.C.. Noga, S.J., Rowley, S.D.. Saral. R., Santos, G.W.: 
Regeneration of genetically restricted immune functions after human bone marrow transdartation: influence 
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May 27, 1997 


VU; FEDERAL EXPRESS 


The Honorable Poena E. Shaitla 
Secretary 

Depcrtznem of Health ead Human Services 
Hubert H, Humphrey BuHdtag, Room 615S 
200 Inifcp e uden c e Avenue, S.W. 
Washington, D.C. 20201 


I understand that you lave received a declaration from Dr. Soon D. Rowley which waa 
filed by Bectaa Dickinson aadCo./Baxter Health Care In apposition id CeUPro's request that 
the Deportment of Health and Human Services execute fa "much-in" right* to the CSvin 
patents. 


Although Dr. Rowley ia a faculty member at Fred Hotchtnaoo Cancer Resoarob 
Center, the views expressed in Ms declaration are fate own asd do not represent the views of 
Fred Hutchinson Cancer Research Center. Fred Hutchinson Cancer Research Center remains 
firmly committed to the view* expressed to yon in the letter from me and Dr. Hartwell dated 
April 25, 1997. For the reasons stated in that letter, Fred Hutchinson Cancer Research Otata 
con t inues to urge the Department of Health and Human Services so encore that a commercially 
reasonable licence onder the Chrin patents is offered to CdlPro. 

Very truly yours, 

Fred Hmefaiiisoa Cancer Research Center ' 
Robert W. Day, M.D. 


cc: Robert Imman, Esq. 

Dr. Harold Vartnus 


1124 Coiumbi* t, t.Y-301 Seal lift, w*.l«n 6 lon *MUM 2W.667 4302 (FAX) 206 467 -S26S 


From* 

To: 

Date: 

Subject: 


Ajny Hess 
MURDOKD 
5/27/97 i:S5pn 
Scott Rowley 


Dear Rick; 


It is with concern that I read Or. Scott Rowley 4 a recent declaration regarding 
hie assessment o£ the CellPro CEFRATB SC and Baxter Icolex SA and looi CD34+- 
cell selection systems. Recently (May 1-4, 1997) nr. Rowley and X were 
invited speakers at the Peripheral Blood Stem Cells *97 Workshop in Tempe, AZ. 
The workshop, which is designed to provide stem cell researchers and 
technologists with state-of-the-art training data, was co-sponsored by I surge, 
Johns Hopkins University, and the University of South Carolina. During an 
"Ask the Experts* workshop, Mr* Ricardo Sumugod, a stem aell processing 
technologist at the Canadian Red Cross, Winnipeg, Manitoba, Canada, asked the 
panel (comprised of Dr. Rowley, Dr* Ste ph en tfoga. Dr. Adrian Gee, and myself) 
if anyone could provide a comparison of the CEPRATfi and Isolde systems. Dr. 
Rowley responded that purity and yields varied due to a variety of factors, 
some patient- related and some technology-related. 8a did state*, that the new 
Isolex 3C0i showed somewhat batter purities than the CERRATS and the Xsclex 
SA. However, he also stated that, from an ease -of -use point of view, his 
laboratory staff liked the CEPRAXE system, as it was more user-friendly. 

These comments are contrary to those stated by Dr. Rowley in his signed 
declaration of May 19, 1997. I just wanted to make you aware of these 
apparently conflicting statements. 


Amy Ross 

Division of Diagnostic Applications 


CC: 


JACOBC, RSXTBJM, TARNOJS, CDLVELG 




April 25, 1997 


Tbs Honorable Dornnt E. Shalaia 
S ec r etary 

D e par t men t of Health and Human Services 
Hubert H. Hump hrey Building. Room 615S 
200 Ind epe nd e n c e Avenue, S.W. 

Washington, D.C. 20201 

Dear Secretary Shalaia, 

We are writing to you in support of CeUPxo's request tbit the Department of Health 
and Human Services exercise its "march-in* rights under the Bayh-Dole Act to the Ctvin. 
patents (U.S. Patent No. 4,963,204. U.S. Patent No. 4,965,680, U.S. Patent No. 5,035,994, 
and U.S. Patent No. 5,130,144), which am owned fay Johns Hopkins University and were 
developed through gove rnm e n t-funded research. We believe that Otis action is necessary 
under the circumstances to ensure the availability to the public of a potentially llfc-caving 
product for patients with breast cancer, lymphoma, and related cancers. 

CellPro was founded in 1989 by Dr. Ronald Daemon , a clinical investigator at Fred 
Hutchinson Cancer Research Center ("Hutchinson Center") who developed a unique method 
of isolating and sep ar at ing stem cells that used an antibody directed to a CD34 antigen. 
Subsequently, CellPro l ice n sed the Hutchinson Center's rights to the core technology, which 
was the subject of a pending patera application, and in unparented anti-CD34 monoclonal 
antibody designated 12.8. Like the Johns Hopkins technology, both the core technology and 
the 12.8 antibody were developed with federal grata funding. CellPro has diligently 
developed this technology into a useful and life saving pr o duct . CeUPm’s depurate SC 
Product, which was a pp r oved by the FDA m December of 1996. 

As you know, CcHPro is involved in a ootiuu e reial d i spute with Beaoo Dickinson A 
Compsny/Bsxter Healthcare, (be licensees of the Johns Hopkins technology, involving the 
right to practice the Hutchinson Center and Johns Hopkins technologies. Whatever the 
merits of the parties resp ective legal positions in this dispute, none of the parties should be 
allowed to use pa tent rights developed with federal funds to p rev en t a useful and potentially 
life-saving pro du c t from bring made available to the public. 
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Private ownership of the patent rights at issue was made possible by the Bayb-Dolc 
Act. The purpose of that Act was to promote the commercialization and public availability 
of inventions made in the United States by United States industry and labor. As a Ikxrwor of 
many inventions baaed on g over nment funded research, we shut the view of many In the 
research and biotechnology ram«™m*y that the ram-judicious use of "march-in* right* of the 
government could have a chilling effect on commercialization of government funded 
techno l ogy. However, the special rights granted by the Bcyh-Dole Act were not i ottaiai to 
be used by c ommerci al entities that benefit from the Act’s provision to pr e v ent the public 
which funded those very rights from having access to usefiit products. The tiouttkn Is even 
more egregious in case* such as this, in which the product involved is not only useful, but 
potentially life-saving. At a minimum, we believe it is iiw-iuutwnt upon nHHS nxsA NIH to 
ensure that a comm er cia lly reasonably license under the Johns Hopkins paisas is o f fer e d to 
CeSPro. 


Thank you far yo nr consideration of this letter. 

Very truly yours, 



President and Director President and Director Elect 



